
27. Please provide a detailed table identifying all (a) design &an es and (b) significant 
manufacturing process changes made to your device since y original 1991 PMA. 
Please include the date that each change was made and the r nale for the change. 
We are especially interested in any changes that were made to improve the reliability of 
the device. 

27 Response: 

A detailed table (see below) identifying all design changes and significant manufacturing 
process changes made to Mentor’s gel-filled device since 1991 was repared. This table also 
includes the date that each change was made as well as the rationale for the change. An 
exhaustive review of the complaint (PE) and non-conformance (NCMR) database on a lot-to- 
lot basis was performed to assess whether the changes identified had any significant effect on 
rupture rates. The assessment revealed that there were no significant changes observed in 
either the PE or NCMR databases as a result of any of the design and manufacturing process 
modifications. 



___-_-_--_---_--________________ ------_----- 

applications related to reproduction, contraception, obstetrics, or cosmetic surgery 
procedures. Following Dow Corning’s withdrawal of implant grade silicone from the 

would minimize the impact on medical device availability while assuring the safety 
and effectiveness of the medical devices. FDA announced the availability of a 
guidance entitled “Guidance for Manufacturers of Silicone Medical Devices Affected 
by Withdrawal of Dow Corning Silastic Materials” in the Federal Register on July 6, 
1993 (5% FR 36207). The guidance described the procedures for manufacturers to 
follow in order to document that the alternate material is “not substantially different” 
from the materials described in an original 5 1 O(k) or PMA application. As a result of 
Dow Coming’s withdrawal, Mentor rep1 _________ __ _________________ -- _______ _________________ 
This material is used in the manufacture of ____________________________________ _ _____ _____ _ 

________________________ _____________________________ fts for both the raw materials and finished 

___-___-___---__-I------------------- 
__Ie_ms^-------- -------- ---- ---em- Please refer to explanation above. As a result of Dow Corning’s witlldrawai from the 

_--__---_^-_“-_-_I_-__i_____ _-_--_-___-_---_I___-___---1___-1__-__1__L___^_______LI____--------- 
___________________________________I____----~------------------------ 



evice manu om Goleta, CA to Irving, TX. 

include Finished Device Mentor’s finished product gel filled breast prostheses, as well as their critical parts 
Specifications and Testing. during the manufacturing process. Use of these specifications will be one way to assure 

that the gel filled breast implants produced at Mentor’s Irving, TX. facility consistently 
meet an acceptable level of quality and that they continue to meet their device design 

Manufacting and Quality improvements were implemented, including 

“” “““““““““““““~~~~““~__________c_ TQ ensure a more consistent shell thic ________________________________________-------- __ ___ ___ 
“““~“““““““““““““““” __________-__----- L ------_------- I --- i ------ -- upper thickness specification for the shell 

top/radius and shell bottom were calculated using the data from the process 
qualification (MS33.9801 l202C). 

Low Bleed Gel implant. re consistent shell thic --------- - -_-------- _“-“-“~_““-““-~--“-“““““““” 
1 _““̂ _“_““_ “““I”““““““““““““““““““““““““““~”””””””””””””””““““““““““”””””””““““” 



___l_____________l__----------------------- 

of product validated and approved. _--------- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -  ied which allows  for the resterilization of 
product, when necessary. This  change showed no impac t on the product. 

approximately1 800 samples  revealed that all relevant 
specifcations met acceptance c r iteria. Based on this  acceptance his tory and s tatis tical 

____------_-----____-------------------------- - - ----------------__-----------------------~------  

ASTM requirements These changes are being made to comply  with both the ASTM-F703 and ISQ-12180 
requirements for gel device fill volumes . 

a higher profile device is  required. A High Profile was 
previous ly  manufactured in Mentor’s  G oleta, CA fac ility . Q ualifications were 
suc~ess~lly~compieted. 
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___________------_------------------ 

minimum 
_____--__--------------------------- 

thickness. The report concl_____________________________ -___ ________________-___________ - ____ 
------- _________________-------________-_______---_----------- ____------___----------------------- 
-- ----------------_------------------------------- assurance that Moderate and High Profile 

-HTV shells will have break force values greater than the requirements of ASTM F703 
(2.5 Lbs. minimum). 

Note: There was never any actual failure associated with this change. It was prompted 
by the fact that, if both materials were delivered within the therxurrent incoming 
material specification but at the lower limit of the modulus specification, a failure 
could theoretically result. This was a precautionary change to prevent this eventuality. 

introduction To meet marketing demands for a more comprehensive product offering the Moderate 
Plus Profile was added to the product family. Qualifications were successfully 
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